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Center for Food Safety and Applied Nutrition
Office of Special Nutritionals
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April 30, 1998

Food and drug administration
5600 Fishers Lane
Rockville, MD. 208 57

Attention consumer relations department,

Enclosed are letters | have Written to and Twin Labs. Inc. | would like you
to send me any information you have on this Diet Fuel that is on the market and
'm sure the many health repercussions [’ sure they have caused . | hope and

pray you fine administration is working to get these dangerous and terrible
products off the market. Please keep me informed.

Twin Laboratory has in the past been a great vitamin company, as you can tell
by my wording | no longer feel that way . My son thought as
| did anything you would purchase from Twin Laboratory would not harm you
or damage your health. You company has a product purchased at |jjjjjjatled
DIET FUEL and many diet products like that. This particular product has MU
HUNG in which is just like amphetamine has always been a healthy
person, NEVER had any seizures before. | KNOW THE DIET FUEL he had
been taking for a year was the reason he had a seizure on Jan. 2, 1998 . He
was in the hospital three days, had a battery of tests and is on dilantin to this
day. There have been over 800 seizures reported, not to mention strokes, heart
attacks and any others health side affects. | cannot tell you how distressed | am
that your company continues to sell these products in good conscience
knowing these products are so detrimental to the publics health. This product
is banned in many states so why is it not banned in||  llon your good
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For VOLUNTARY reporting ~ For APPEoNed: OME s OMB statoment on reverse

e ¥ T3 FDA Use Only
- by health professionals of adverse =~ —_—
MED l ' events and product problems o sequence ¢

THE FDA MEDICAL PRODUCTS REPORTING PROGRAM page 6{ MMS W ’3\77§

A. Patient information C. Suspect medication(s)

1. Patient identifier | 2. Age at time 1. Name (give labeled strength & mfrlabeler, if known)

oo 23 — s | | * Dot Frel - punchused I Corovmen ro
4 \'7(‘1\44\0{&’ h.‘a:l\uk.—a)a‘ﬁu\,.@_, la?'\llofmt

Date
2 Dose, frequency & route used 3. Therapy dates (if unknown, give duration)

of birth:

In confidence

B. Adverse event or product problem tromAo (or best estimate)
Npo -
1. E Adverse event  and/or [] product probiem (e.g., defects/malfunctions) M Lo d&dwﬁ)’l‘ I #1 za247 - | [ q{{
2. Outcomes attributed to adverse event - Sadad h ), 2 {A ! !
{check all that apply) [] disability #2 “iN D Yy L
[:] death D congenital anomaly 4. Diagnosis for use (indication) 5. Event abated after use
e (mordayfyr) [] required intervention to prevent #1 I ) stopped or dose reduced
; ; ~
[] iife-threatening permanent impairment/damage tase wetrbotior N{.q #1 [ Jyes [ Jno Dgggfyn't
E] hospitalization — initial or prolonged D other: #2 e ol p—
n
6. Lot # (it known) 7. Exp. date (if known) | "2 Clyes Lno [Ig888%
3. Date of 4. Date of # #1
event | / 2 / 94 this report 3/ 3/ 9 9 8. Event reappeared after
(mo/dayhyr) (morday/yr) reintroduction
5. Describe event or problem #2 #2
p #1 [ Jyes [ Jno Ddoant
r)+ (}%M Diet M 2/0 ‘| 7 e sl ‘h—od 9 NDC # (for product problems only)
- - doesn't
8 o direllom o A’” #2 [ Jyes [ ]no Dappr
L‘L *V'D k— d’ welwa 10. Concomitant medical products and therapy dates (exclude treatment of event)

| befpe oot 8 T othr wmdond. M"u%h‘ Nore
Nreased e doe 4o 3»\/’(»\)3%%@

a2 wWidcode (ke 2oAmetis = Rhne, behser,
‘ . D. Suspect medical device
o N nndonk AAJ){A)' On ‘lllqg I hod a 88 'gu~a] [i Brand name
IrJ;lL P gl S H‘;S eantffro LD—;V\AL ,~4.w-\ Akw:va 2. Type of device
”hg m q MM F‘V\ LS. GS&“-W M “b—& 3. Manufacturer name & address 14 E]:e;ae::ho;r::::;nal
Q-P/\“Bu.( D bed = IO (YOPR 5 . Tehsto ER adsmttel) [] 1ay user/patient

%\W/U q et o~ Olanti- .+ Cuvnt e ] other.
“ 93\3\——6 d.na, No Vselis

P et prin v E/Pf-s.nlo. w‘/ﬂl € e bl 3 > G 0
Pisolse | S starina off" ord Vit on DPM"J R 2ach | |model #
6. Relevant tests/iaboratory data, including dates catalog # 7. I implanted, give date
(wh\a, 1S 30 pee . Hed so imary 4o 20 L’bw ey
serial #
t$nl.e<, " . ot 8. It m?dgyl:gted, give date
9 M )6 MA}S 26 40 MVA ﬁ other #
‘ ) dLﬂuC«L‘l“-l B‘”"" 9. Device available for evaluation? (Do not send to FDA)

'f\-¢.U~ o’h—e‘\lu\ D yes [:l no D returned to manufacturer on
(mordayryn)

-~ LS I Concomltant medical products and therapy dates (exclude treatment of event)

Cte & Losfv\ix’lf M‘-“-a PYTN P b plz'ae.a\» 0
ﬂ‘a’f\ %rl—m—t Lb Nu -‘g ) ne o,

7. Other relevant history, including preexisting medical conditions (e.g., allergies,

race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.) ev C/ E 2_5
e~ vt rbbaed . E. Reporter (see confidentiality section on back)

Ftloel by o resntnt - ) || [
000002

. Also reported to
D manufacturer

] yes @/ no

Mail to: MEDWATCH or FAX to: (] user faciiiy
i ’ ./_ S 5600 Fishers Lane 1-800-FDA-0178 5. If you do NOT want your identity disclosed to o
r Rockville, MD 20852-9787 the manufacturer, place an “ X " in this box. [_] [] distributor

FDA Form 3500 (6/93) Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.
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MEMO TO THE FILE
June 25, 1999
Re: ARMS # 12975
By: Nancy Slifman, M.D. .

Medical Officer

| spoke with the mother of the patient today (the patient was away at college) to
clarify the onset of the patient's "staring spells." She stated that the patient's
"staring spells" began after he had begun to use Diet Fuel.
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